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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Invention II (claims 5-11) in the reply filed on 
07/14/2006 is acknowledged. The traversal is on the g round (s) that the inventions, 
particularly in view of the amendments, are not patentably distinct. Applicant's 
arguments are found persuasive and the restriction requirements have been withdrawn. 

Claims 1-11 are pending and have been examined on the merits. 

Claim Objections 

Claims 1 and 5 are objected to because of the following informalities: DBM and 
BMP should be spelled out, at least initially, for purposes of clarity. Appropriate 
correction is required. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 and 7 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention! The tradename ELISA is used improperly as a 

limitation in the claim (MPEP 2173.05 (u)). 

If the trademark or trade name is used in a claim as a limitation to identify or 

describe a particular material or product, the claim does not comply with the 
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requirements of the 35 U.S.C. 112, second paragraph. Ex parte Simpson, 218 
USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since the trademark 
or trade name cannot be used properly to identify any particular material or 
product. In fact, the value of a trademark would be lost to the extent that it 

became descriptive of a product, rather than used as an identification of a source 
or origin of a product. Thus, the use of a trademark or trade name in a claim to 
identify or describe a material or product would not only render a claim 

indefinite, but would also constitute an improper use of the trademark or trade 
name. 

Claim Rejections ~ 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the (effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 5, 6, 8-1 1 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Han et al (Journal of Orthopaedic Research 2003). 
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Claim 5 is drawn to a process for determining osteoinductivity of DBM via assay 
of BMP, comprising: providing DBM; solubilizing BMP from the DBM to thereby obtain 
an unfiltered BMP containing solution; assaying the unfiltered BMP containing solution 
to determine a level of a selected BMP in the unfiltered BMP solution. 

Claim 6 further comprises comparing the level of the selected BMP to data 
correlating BMP level with osteoinductivity to thereby predict osteoinductivity of the 
DBM. 

Claim 7 further includes wherein the assay of the selected BMP is conducted 
with an ELISA kit. 

Claim 8 further includes wherein the molecules having a molecular weight of less 
than 10kDa are retained in the BMP containing solution during the assay for BMP. 
Claim 9 includes wherein the selected BMP is BMP-2. 

Claim 10 includes wherein the level of the BMP-2 in the BMP containing solution 
is greater than about 1400 pg/g DBM. 

Claim 1 1 further comprises implanting a portion of the DBM into at least one rat 
to determine a level of new bone growth induced by the DBM and correlating the level 
of new bone growth with the level of the selected BMP in the unfiltered DBM containing 
solution to obtain data correlating BMP level of the DBM with osteoinductivity of the 
DBM. 

Han teaches a process for determining osteoinductivity of DBM via in vitro assay 
of BMP comprising extracting one gram of DBM with guanidine-HCI; rinsing with distilled 
water; air dried; and assayed for BMP-2 (page 649 materials and methods) (claims 5 
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and 9). Since a filtering step is not taught, the BMP is interpreted as unfiltered. 
Comparison of BMP level to data correlating BMP level with osteoinductivity to predict 
osteoinductivity of the DBM is also taught as well as wherein the level of the BMP-2 in 
the BMP containing solution is greater than about 1400 pg/g DBM (page 650 figure 1 ) 
(claims 6 and 10). Han also teaches the use of athymic nude rats for an in vivo assay of 
the osteoinductivity of DBM (page 649 nude rat model) (claim 11). Wherein the 
molecules having a molecular weight of less than 10 kD are retained in the BMP 
containing solution during the assay for BMP is deemed to be inherent since Applicant 
states that these small molecules are present if the sample is not dialyzed (page 11), 
which Han doesn't (claim 8). 

Therefore, Han anticipates Applicant's invention as claimed. 

.1 

4 

Claims 1-1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Wironen et al (US 2003/0008328 A1 ). 

Claim 1 is drawn to a process for determining osteoinductivity of DBM via assay 
of BMP, comprising: providing DBM; mixing a first portion of DBM with an aqueous 
solution of a neutral salt and a solubilizing agent for BMP to obtain an unfiltered BMP 
containing liquid fraction; assaying BMP from the resulting liquid fraction with an ELISA 
kit to determine osteoinductivity without dialyzing the liquid fraction. 

Claim 2 further comprises taking a second portion of the DBM and determining 
its osteoinductivity by implantation in an athymic nude rat. 
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Claim 3 further includes wherein the solubilizing agent is collagenase. 

Claim 4 further includes the step of retaining molecules having a molecular 
weight of less than 1 0kDa. 

Claim 7 is drawn to the method of claim 5 and further includes wherein the assay 
of the selected BMP is conducted with an ELISA kit. 

Wironen teaches a process for determining osteoinductivity of DBM via in vitro 
assay of BMP which includes mixing a first portion of DBM with an aqueous solution of 
a neutral salt and collagenase and assaying with an ELISA kit the BMP from the 
resulting fraction without dialyzing the liquid fraction (page 5 para 51). While Wironen 
does teach the steps of filtering or dialyzing, they are clearly taught as optional steps 
(page 5 para 52), thus allowing for an embodiment that comprises assaying unfiltered 
BMP with collagenase (page 9 claim 7) (claims 1 , 3, 5, 7). Wherein the BMP is BMP-2 is 
taught (page 5 para 53) as well as wherein the level of the BMP-2 is greater than about 
1400 pg/g DBM (page 6 example 2) (claims 9-10). Comparison of BMP level to data 
correlating BMP level with osteoinductivity to predict osteoinductivity of the DBM is also 
taught as well as the use of athymic nude rats for an in vivo assay of the 
osteoinductivity of DBM (page 6 para 56) (claims 2, 6 and 11). Wherein the molecules 
having a molecular weight of less than 10 kD are retained in the BMP containing 
solution during the assay for BMP is deemed to be inherent since Applicant states that 
these small molecules are present if the sample is not dialyzed (page 11), which 
Wironen teaches is optional (claims 4 and 8). 

Therefore, Wironen anticipates Applicant's invention as claimed. 
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Conclusion 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura Schuberg whose telephone number is 571-272- 
3347. The examiner can normally be reached on Mon-Fri 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 



published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or>PN2^-1 OQpT /? 



Laura Schuberg 




